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DETAILED ACTION 

This office action is in response to arguments filed 10/5/09. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 37-41 and 43-48 recites the limitation "the clips" in line 7 of claim 1 . 
There is insufficient antecedent basis for this limitation in the claim. It is unclear if each 
clip comprises two tissue-piercing legs, or if one clip is one tissue-piercing leg and the 
other clip is the other tissue-piercing leg. If the applicant intends each clip has two 
tissue-piercing legs, then line 8 with a tether passing though the loop, should be loops. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 37-44 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yoon (U.S. Patent No. 5984933), and further in view of Friedman (WO 02/05301 1 A2). 

Claim 37: Yoon teaches a device for applying at least one clip to annular tissue 
of a heart valve (capable of being used to clip annular tissue of a heart) the device 



comprising; a shaft having a proximal end and a distal end (Fig. 48); and at least one 
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actuator (2460) at or near the proximal end of the shaft for causing the device to 
advance the tethered clip assembly from the shaft (Fig. 49), wherein the tethered clip 
assembly has a first deployed configuration and a second deployed configuration, the 
tethered clip assembly in the first deployed configuration comprising at least two clips 
separated by a greater distance than when in the second configuration, the tether is 
under longitudinal tension and the first distance is reduced (this configuration is capable 
of occurring during a variety of delivery option). 

Yoon teaches the claimed invention including the clips being in the same position 
in both the first and second configuration but does not teach the clips comprise two 
tissue-piercing legs joined by a loop with the tether passing through the loop 
transversely to the legs, and the two clips are in a closed tissue-piercing position when 
the tethered clip assembly is in both its first and second deployed configuration. 
However Friedman teaches a clip with two tissue-piercing legs (106, Fig. 12) legs joined 
by a loop with the tether passing through the loop transversely to the legs. It would 
have been obvious to one or ordinary skill in the art to use the clip of Friedman with the 
delivery device of Yoon, as piercing the tissue is advantageous for several types of 
surgery to further secure the tissue. Friedman teaches the two clips are in a closed 
tissue-piercing position when the tethered clip assembly is in both its first and second 
deployed configuration (page. 11, II. 10, before withdrawal of the suture gun the clip is 
positioned as shown in Fig. 13). 
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Claims 38-40: Yoon teaches the device further comprises a clip crimping 
member (distal portion of 2440, Fig. 28), a plurality of clips (Fig. 48), each plurality of 
clips is couple to the tether (Fig. 48). 

Claim 41 : Yoon teaches at least one clip is T-shaped (see Fig. 44, if 2241 plane 
is shown, a T is formed out of 2240 and 2241 ). 

Claims 42 and 43: Yoon teaches each of the plurality of clips includes two 
eyelets (2228), and the tether (2218a and 2218) has parallel segments passing through 
both eyelets of each clip (Fig. 44). 

Claim 44: Yoon teaches a system for applying at least one clip to annular tissue 
of a heart valve, comprising: the device as claimed above in claim 37; and a 
stabilization device to capture and immobilize the annular tissue relative to the 
remainder of the heart (2232, Fig. 44, this inner face of the clip immobilizes the tissue). 

Claims 45,46 and 48 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Yoon (U.S. Patent No. 5984933) and Friedman (WO 02/05301 1 A2), as applied to 
claim 37 above, in view of Crowley (U.S. Patent No. 5524630). 

Regarding claim 45 and 46 Yoon and Friedman disclose the claimed invention 
except for a visualization device adapted to directly view a valve annulus in a heart 
chamber and a visualization device comprising an ultrasonic imaging transducer. 
However, Crowley teaches a visualization device adapted to directly view a valve 
annulus in a heart chamber (Fig. 30) and a visualization device comprising an ultrasonic 
imaging transducer (Fig. 3 and 4). 
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It would have been obvious to one of ordinary skill in the art to include a 
visualization device of Crowley at the end of the claimed invention to insure proper 
installation of the clips during surgery. 

Regarding claim 48 Yoon and Friedman discloses the claimed invention except 
for a transparent element comprising a transparent balloon inflatable with a transparent 
inflation medium, however Crowley teaches a transparent balloon inflatable with a 
transparent inflation medium (col.4 II. 35, col. 17 II. 6). It would have been obvious to one 
of ordinary skill in the art to include the balloon of Crowley at the end of the element to 
occlude blood flow, as this is common within the art. 

Claim 47 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yoon 
(U.S. Patent No. 5984933), Friedman (WO 02/053011 A2) and Crowley (U.S. Patent 
No. 5524630) as applied to claim 45 above, further in view of Johnson (5766240). 

Regarding claim 47 Yoon, Friedman and Crowley discloses the claimed invention 
except for an optical viewing element, however Johnson discloses an optical viewing 
element (col. 1 5 II .44) disposed in a transparent element (col. 5 11.11). It would have 
been obvious to one of ordinary skill in the art to include an optical viewing element of 
Johnson to insure proper installation of the clips during surgery. 



Double Patenting 
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The examiner acknowledges the receipt of the terminal disclaimer regarding U.S. 
Patent No. 6,986,775, however at this time the office has neither approved or denied 
the disclaimer, so the rejection will be maintained until it is resolved. At this time it is not 
necessary for the applicant to send another terminal disclaimer. 

Claims 37-41 and 43-48 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-36 of U.S. Patent No. 
6,986,775. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because 775 teaches all elements of the current application. 

Claims 37-41 and 43-48 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-100 of 
copending Application No. 1 1/237,461 . Although the conflicting claims are not identical, 
they are not patentably distinct from each other because all elements of the current 
application are claimed in application '461. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 37-41 and 43-48 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 37-46 of 
copending Application No. 12/131,840. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because all elements of the current 
application are claimed in application '840. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 37-41 and 43-48 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 58-94 of 
copending Application No. 12/132,375. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because all elements of the current 
application are claimed in application '375. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571)272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571)-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/Melissa Ryckman/ 
Examiner, Art Unit 3773 

/Melanie Tyson/ 
Examiner, Art Unit 3773 
April 12, 2010 



